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(57)Abstract: 

PROBLEM TO BE SOLVED: To seal a medical solution containing amino 
acids which undergoes oxidation decomposition into a blowingHilled and 
sealed medical plastic bottle and to pack the bottle in a gas- 
impermeable packing material to obtain a package with a free-oxygen 
scavenger stored in a space between the vessel and the packing 
material. 

SOLUTION: When a glass ampoule or vial is used as a vessel for the 
medical solution, the fear of glass fragments getting into the medical 
solution or injuring fingers when the vessel is opened is eliminated and 
disposal of a used vessel is facilitated. Since a heat sterilization process ^ 
is not required as is necessary for other plastic bag packages for 
transfusion, the addition of a stabilizer to the medical solution and 
resulting troubles can be avoided. Conventionally, a solution containing 
amino acids is unstable in its quality and cannot be supplied to the 
market unless contained in glass ampoules, but the stability of the 
vessel can be maintained over a long period by sealing and packing the 
container by use of a gas-impermeable barrier film with the free-oxygen 
scavenger sealed in the package. 
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* NOTICES * 

JPO and NCI PI are not responsible for any 
damages caused by the use of this translation. 

LThis docunnent has been translated by computer. So the translation may not reflect the original 
precisely. 

2.**** shows the word which can not be translated. 
3.1n the drawings, any words are not translated. 



CLAIMS 



[Claim(s)] 

[Claim 1] The amino acid content drug solution package object characterized by putting the amino acid 
content drug solution which receives oxidization decomposition into a medical-application plastic 
envelope, sealing it, packing this container by gas nontransparent nature wrapping, and giving anoxia 
ambient atmosphere means forming to the space of the above-mentioned perimeter of a medical- 
application plastic envelope in the package inside of the body concerned [claim 2] The package object 
according to claim 1 which is the container produced with the blow philharmonic seal whose medical- 
application plastic envelope is an aseptic system [claim 3] The package object according to claim 1 
whose oxygen transmittance of gas nontransparent nature wrapping is 0 - 3 cc/m2 and day-atm (25 
degrees C, 50%R.H.) [claim 4] The package object according to claim 1 which anoxia ambient 
atmosphere means forming is a deoxidant, and arranges this to the package inside of the body [claim 
5] The package object according to claim 1 whose amino acid components of an amino acid content 
drug solution are L-cystine and aminoacetic acid 

[Translation done.] 
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DETAILED DESCRIPTION 



[Detailed Description of the Invention] 
[0001] 

[Field of the Invention] This invention relates to the package object which simplified the dissolution / 
preparation approach of the drug solution containing the L-cysteine in the case of using a medical- 
application plastic envelope, aminoacetic acid, and glycyrrhizin ammonium salt, and enabled prolonged 
preservation of the drug solution concerned. 
[0002] 

[Description of the Prior Art] From the former, the amino acid content drug solution containing L- 
cysteine, aminoacetic acid, and glycyrrhizin ammonium salt is widely used for the therapy of the 
improvement of the abnormalities in a liver function in chronic liver disease, the eczema, dermatitis, 
urticaria, the skin itch, etc., etc. as an antiallergic liver disease therapy agent. And generally glass 
ampul and a glass vial bottle are filled up with this thing, and it is marketed. 

[0003] Since ampul and a vial bottle are glass containers, it is easy to damage them to a heavy top, 
and at the time of opening of glass ampoule etc., when their mixing and finger to the drug solution of a 
glass detailed piece may be hurt and alkali is included in a drug solution, we are anxious about 
generating of a glass flake. There was a fault of furthermore taking time and effort also in abolition 
processing of a used container. As solution of this trouble, as compared with a glass container, it is 
lightweight, and the plastic envelope of medical application without fear of breakage is proposed, a 
product handling-comes to be easy and the incineration disposal after an activity also becomes easy. 
[0004] By the way, generally, when the thing unstable with time was known by the effect of heat, light, 
oxygen, etc. and an amino acid solution was an amino acid infusion solution, since it was antioxidizing, 
various devices and efforts were made. Addition of the anti-oxidant to a drug solution also carried in 
the problem as it is as producing precipitate **** [, and ]. [ resulting in the side effect called the 
bronchospasm and anaphylactic shock ] [ generating a nasty smell at the process of sterilization by 
heat ] In order to avoid such a problem, when the amino acid component itself is specified finely, it 
avoids the cysteine as a drug solution component also in the case of arrangement to the package 
inside of the body of a deoxrdant or (JP,7-89856,A) and a cysteine are included, there are some which 
arrange a hydrogen-suifide adsorbent to the package inside of the body with a deoxidant (JP,7- 
61925,A). Decomposition is promoted under existence of oxygen and especially L-cysteine causes 
content lowering remarkably by oxidation reaction. However, when using the solution concerned for the 
medical object, the dissolved oxygen in a drug solution can be removed and stability can be held in the 
long run by avoiding contact into oxygen if possible by being filled up in the glass container of gas 
nontransparent nature which was described above, and permuting the space part in a glass container 
with inert gas, such as nitrogen. 

[0005] On the other hand, since it has high gas permeability, if it is filled up in this container, even if 
the container made from a medical plastic adopted in recent years permutes the space part in a 
container with inert gas, it will penetrate a vessel wall easily and will be emitted outside. Moreover, the 
solution concerned will be exposed from external oxygen advancing into a container similarly to the 
bottom of oxygen. Consequently, a decomposition reaction will advance and, as for the solution 
concerned, deterioration of the solution concerned will take place. Therefore, although the usefulness 
of the gestalt of the container made from a medical plastic of the solution concerned is high, it is 
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difficult to hold stability and needs various cures by containing amino acid. 

[0006] As mentioned above, the actual condition was being able to save at stability the solution 
concerned which contains L-cysteine. aminoacetic acid, and glycyrrhizic acid ammonium salt until now 
only with a glass container for a long period of time, and being unable to put in practical use by the 
ability saving only a short period of time extremely to it being impossible and generally other drugs 
having a shelWife of about three years with the gestalt of the container made from a medical plastic, 
[0007] 

[Problem(s) to be Solved by the Invention] However, even if it is difficult to hold the stability in the 
gestalt of the container made from a medical plastic of the solution concerned What performed 
actuation of removing the dissolved oxygen in a solution in the phase of the dissolution and 
preparation of the solution concerned After it fills up the container made from a medical plastic and 
inert gas permutes the space part in a container, Preservation is promptly made possible after holding 
in the package object of gas nontransparent nature for a long period of time at stability by removing 
the oxygen of a vacuum packaging or the package inside of the body for the package inside of the 
body, without sealing and requiring a subsequent heat sterilization process. 
[0008] 

[Means for Solving the Problem] If a system like the blow philharmonic seal in which aseptic is possible 
is chosen even if it is amino acid content drug solutions, such as L-cysteine, as a result of inquiring 
wholeheartedly that the above-mentioned technical problem should be solved according to this 
invention An after treatment heat sterilization process is not required Selection of the additive for 
antioxidizing, By arranging the deoxidant which selects the package object of suitable gas 
nontransparent nature, and forms required sufficient anoxia condition to the building envelope of the 
package object concerned, without troubling for a limit of existence of the class of content amino acid 
and a sulfite etc. Without requiring the special equipment for vacuum-packing clearance of the 
dissolved oxygen at the time of the dissolution and adjustment, and the space part in a container in a 
permuting-with inert gas list, it finds out that the package object stabilized for a long period of time is 
acquired, and comes to complete this invention based on this knowledge. 

[0009] According to this invention, the oxygen of the space part in which the oxygen in the air which 
exists between the container made from a medical plastic and a gas nontransparent nature package 
object exists subsequently to in the container concerned in an operation of the deoxidizer enclosed 
with the package inside of the body of gas nontransparent nature is absorbed. Thereby, it can cheat 
out of the storage condition of the container made from a medical plastic as a parenchyma top anoxia 
condition, it can prevent deterioration of the drug solution concerned, and the prolonged preservation 
of it is attained. In addition, the usual oxygen detection agent (what is identified by change of a color 
besides an age loess eye) may be arranged to the package inside of the body with a deoxidant as 
detection when oxygen existence occurs by a very small pinhole etc. in the package inside of the body 
in the handling under a negotiation or preservation inventory. 
[0010] 
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* NOTICES * 

JPO and NCI PI are not responsible for any 
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1. This document has been translated by computer. So the translation may not reflect the original 
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DESCRIPTION OF DRAWINGS 



[Brief Description of the Drawings] 

[Drawing 1] The front view of the gas nontransparent nature package object which applied the 
deoxidant of reference-lhis invention 
[Description of Notations] 

1 Container made from Medical Plastic of Amino Acid Content Drug Solution 

2 Deoxidant 

3 Gas Nontransparent Nature Package Object 

4 Seal Section 



[Translation done.] 
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DRAWINGS 



[Drawing 1] 




[Translation done.] 
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